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O ffice: of Special Nutritional @ IFS-450) 
Center for Food Safety and Apphed Nutrition 
U.S. Food and Drug Admimstration 
3 100 Paint Branch Parkway 
College Park. MD 207-l0-3835 

Monday. August 23. 2001 

Dear Sir/Madam: 

This letter will serve as notification. pursuant to section 403 (r)(6) of the Federal Food. Drug, and 
Cosmetic Act and 2 1 CFR 10 1.93. that Ortho Molecular Products, Inc. is using the following claim on its 
label (see attached label). 

Name of Manufacturer: Ortho Molecular Products, Inc. 
3017 Business Park Drive 
P.O. Box 1060 
Stevens Point WI 54481 

Statement Text: Thyrotain 

Dietary Ingredients: Iodine (from Kelp, Potassium), L-Tyrosine USP, Ashwaganda Root E,xtmct 
(Standardized to contain 15% Withanolides), Bladdetwrack Leaf. Ascorbyl Palm&ate. Microcrystalline 
Cellulose. and Silicon Dioxide. 

Dietary Supplement Name: Thyrotain 

As required. enclosed are two photocopies of this notification. 

I cem that the information presented and contained in this notice is complete and accurate, and that 
Ortho Molecular Products. Inc has substantiation that the statement is trnthfiil and not misleading. 

Sincerelv. 

Deborah Zurawski w 97s 0162 LET 
Quality Assurance Manager 
Ortho Molecular Products 

Suggested Use As a dietary supplelrent, take l-2 Capsules par day 
or as recommended by your health cara prote~~ional 

I Sudement Facts I c  
Formulated to be free of the follow] Gluten, egg. dairy peanuts. 
say, yeast, altlflclal colors and flavors 
Do not c~naume this product If you are pregnant or nursing Consult 
your phywan for funher inlormatlon As wrth all d@arJ SupplamantS. 
anme mdlvlduals may not tolerate or niay be allergic to me mgredlents 
used Please raad the ingredient panel carefully prlar to IngestIon 
Cease &lung thla product and consult your physloan 11 you have 
negatw reacims uwn ingest!w Keep cootalner tghtly closed 
Slore ai rmm! temperature Keep OU- of reach of chilllen 
Label IO L OMPlOO-620060 A 


